DEPARTMENT OF HEALTH AND HUMAN SERVICES
42 CFR Part 121

Organ Procurement and Transplantation Network
AGENCY': Hedlth Resources and Services Adminigration, HHS.
ACTION: Find Rule

SUMMARY': This document sets forth improvements to the find rule governing the operation
of the Organ Procurement and Transplantation Network (OPTN), published in 1998. It
reflects the advice of apand convened by the National Academy of Science' s Indtitute of
Medicine, as cdled for in the Department’ s gppropriation act for 1999. It aso reflects
comments on the 1998 rule and consultation with representatives of the organ trangplantation
community, as recommended in the same legidation; and it summarizes new trangplant data
developed in the period since enactment of the appropriations act.

DATES:. Thefind rule published on April 2, 1998, 63 FR 16296, adding 42 CFR part 121
with an effective date of October 1, 1998, as amended on July 1, 1998, 63 FR 35847, did not
take effect under section 213(a) within Public Law 105-277, 112 Stat. 2681, 2681-359
through 2681-360, approved October 21, 1998. The April 2, 1998 rule as amended by this
document, is effective on [INSERT DATE 30 DAYSAFTER DATE OF PUBLICATION IN
THE FEDERAL REGISTER].

FOR FURTHER INFORMATION CONTACT: D.W. Chen, M.D., M.P.H., Director,
Divison of Transplantation, Office of Specid Programs, Hedlth Resources and Services
Administration, 5600 Fishers Lane, Room 7C-22, Rockville, MD 20857, telephone 301-443-
7577.

SUPPLEMENTARY INFORMATION: On April 2, 1998, the Department of Hedlth and
Human Services (HHS) published in the Federal Regigter afind rule pertaining to the operation
of the Organ Procurement and Transplantation Network (63 FR 16296). In accordance with
the National Organ Transplant Act (NOTA) of 1984, as amended, the purpose of thefina rule
isto hep achieve the most equitable and medicaly effective use of human organsthat are
donated in trust for transplantation. Toward this end, the find rule establishes performance
goas intended to bring about: 1) sandardized criteriafor placing patients on transplant waiting
ligts, 2) sandardized criteriafor defining a patient’s medical status, and 3) dlocation policies
that make mogt effective use of organs, especidly by making them available whenever feasble
to the most medicaly urgent patients who are gppropriate candidates for transplantation. The
find rule dso sets sandards for availability of organ trangplantation data, and it addresses the
governing sructure of the OPTN. No provison of the find rule isintended to interfere with the
discretion of individua hedth professonds and patients in medicd decison-making, and the
rule looks to the OPTN to design organ dlocation policies. At the same time, the rule defines
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the policy oversght responsbilities of the Secretary of HHS. In concert with effortsto
encourage organ donation, the find rule is intended to help make best use of the limited number
of organs available for transplantation.

Thefind ruleinvited further comments, which have been received and reviewed. In
addition, the Omnibus Consolidated and Emergency Supplemental Appropriations Act for
1999 delayed implementation of the fina rule until October 21, 1999. (This Omnibus Act,
Public Law 105-277, a section 101(f) of Divison A, enacted the Department of Labor, HHS,
and Education, and Related Agencies Appropriations Act, 1999. Within the latter act, section
213 included provisions related to the final OPTN rule, 112 Stat. 2681, 2681-359 through
2681-360. Heresafter, for ease of reference, we will refer to section 213 of the Appropriation
Act, or smply section 213.) Section 213 called for independent review through the National
Academy of Science' s Indtitute of Medicine. 1t dso suggested development of improved
information on the effectiveness of the transplantation system, including center-specific
information if possible. Findly, it suggested further discussions between HHS and
representatives of the transplant community. Each of these areas has been addressed.

l. Background
A. Legidative and Regulatory History

Legidative and regulatory history are outlined in the preamble to the April 2, 1998, find
rule. In addition to the underlying statute (sections 371-376 of the Public Hedlth Service Act,
as enacted by the Nationa Organ Transplant Act of 1984, and as subsequently amended), of
particular importanceis section 1138 of the Socid Security Act, enacted in 1986. This
legidation requires hospitas that perform organ transplants to be members of, and abide by the
rules and requirements of, the OPTN as a condition for participation in the Medicare and
Medicaid programs. This provision subjects a transplant hospitd’ s entire Medicare and
Medicad participation, and thusin redlity its economic surviva, to OPTN policy and
enforcement. A smilar provison in section 1138 affects funding under Medicare and Medicaid
for organ procurement organizations (OPOs). But authority for establishing conditions of
participation in Medicare and Medicaid resides with the Secretary and cannot be exercised by
another party without either oversight authority or delegation. Thus, review and oversight
authority of OPTN policies by the Secretary of HHS is made even more necessary by section
1138. A Federal Regigter notice published on December 18, 1989 (54 FR 51802) addressed
this need by gtating that no OPTN policies are legdly binding “rules or requirements’ of the
OPTN for purposes of section 1138, unless they have been approved by the Secretary. The
find rule published April 2, 1998, defines the structure for such review and approva, thus
setting the stage for OPTN “rules or requirements’ that would be enforceable on transplant
hospitals and OPOs under section 1138.
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In October 1998, section 213 of the Appropriation Act delayed implementation of the
final rule to October 21, 1999. Section 213 directed that the Institute of Medicine conduct a
review of the current policies of the OPTN and the final rule. Section 213 aso suggested that
the Secretary “may conduct a series of discussions with the OPTN in order to resolve issues
rased by thefina rule” In addition, section 213 indicated aneed for improved availability of
data on transplantation and transplant center performance.

B. Ingtitute of Medicine Report

The Ingtitute of Medicine (IOM) issued its report, Organ Procurement and
Transplantation, on July 22, 1999. The report included five mgor recommendations. The
Department has relied heavily on the guidance in the IOM report in reviewing the provisons of
itsfind rule. In generd, the IOM report vaidates the concerns that gave rise to the find rule
and the approaches taken in the rule;

RECOMMENDATION 1: Establish Organ Allocation Areas for Livers.
The committee recommends that the DHHS Find Rule be implemented by the
establishment of Organ Allocation Areas (OAAS) for livers - eech serving a
population base of at least 9 million people (unless such an area would exceed
the limits of acceptable cold ischemic time). OAAs should generdly be
edtablished through sharing arrangements among organ procurement
organizations to avoid disrupting effective current procurement activities.

RECOMMENDATION 2: Discontinue Use of Waiting time as an
Allocation Criterion for [Liver Transplant] Patientsin Statuses 2B and 3.
The heterogeneity and wide range of severity of illnessin statuses 2B and 3
make waiting time rdaively mideading within these categories. For this reason,
waiting time should be discontinued as an dlocation criterion for status 2B and
3 patients. An appropriate medical triage system should be developed to
ensure equitable dlocation of organs to patientsin these categories. Such a
system may, for example, be based on a point system arising out of medica
characteristics and disease prognoses rather than waiting times.

RECOMMENDATION 3: Exercise Federal Oversight. The Department
of Hedth and Human Services should exercise the legitimate oversight
respongbilities assgned to it by the National Organ Transplant Act, and
aticulated in the find rule, to manage the system of organ procurement and
trangplantation in the public interest. This oversght should include greater use
of patient-centered, outcome-oriented performance measures for OPOs,
transplant centers, and the OPTN.
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RECOMMENDATION 4: Establish Independent Scientific Review. The
Department of Health and Human Services should establish an externd,
independent, multidisciplinary scientific review board responsible for assgting
the Secretary in ensuring that the system of organ procurement and
transplantation is grounded on the best available medica science and isas
effective and as equitable as possible.

RECOMMENDATION 5: Improve Data Collection and Dissemination.
Within the bounds of donor and recipient confidentiaity and sound medica
judgment, the OPTN contractor should improve its collection of standardized
and useful data regarding the system of organ procurement and transplantation
and make it widdly avallable to independent investigators and scientific
reviewersin atimely manner. The Department of Hedlth and Human Services
should provide an independent, objective assessment of the qudity and
effectiveness of the data that are collected and how they are analyzed and
disseminated by the OPTN.

In addition, the Generd Accounting Office (GAO) made findings in two other areas
required by section 213: the possihility of legd ligbility of OPTN members arisng from their
peer review activities and the confidentidity of information. Regarding ligbility, the Generd
Counsd of the GAO found no gpparent conflict between the fina rule and State laws governing
peer review. Regarding confidentidity, the General Counsel found that the Secretary of HHS
has authority under the find rule to decide that the public interest in disclosure of information
about organ trangplants outweighs the interest in confidentidity.

C. Discussons with the Trangplant Community

Representatives of HHS met with members of the trangplant community on numerous
occasons in the period immediately following publication of the find rule. Since enactment of
section 213, representatives of HHS have met on 11 separate occasions with representatives of
11 trangplant organizations: United Network for Organ Sharing (UNOS, the current OPTN
contractor), Trangplant Recipients Internationa Organization, American Liver Foundation,
Nationa Transplant Action Committee, National Minority Organ and Tissue Transplant
Education Program, Nationd Kidney Foundation, Patient Access to Transplantation Codlition,
American Society of Transplantation, American Society of Transplant Surgeons, North
American Transplant Coordinators Organization, and the American Nephrology Nurses
Association. On September 15, 1999, an additiona meeting with representation invited from
al of these organizations took place to discuss together issues that had been surfaced.

Clarifications -- HHS s further darifying these issues with this publication:
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“Nationd” ligs. Thefind rule does not require sngle nationd lists for alocation of
organs, beyond the nationd registry lists dready utilized by the OPTN. As
underscored by the IOM recommendations, it is the Department’s god to achieve
sharing of organs broad enough to achieve medicaly effective results for patients,
especidly by providing organs for patients with greatest medica urgency who are
gppropriate candidates for transplantation. When using the terms * greatest medica
urgency,” or “most medicaly urgent,” the Department is referring to trangplanting those
patients whose medica condition, in the judgment of their physcians, makes them
suitable candidates for transplantation. The find rule directs the OPTN to overcome as
much as possible arbitrary geographic barriers to alocation that restrict the dlocation of
organs to patients with greatest medical urgency who are appropriate candidates for
trangplantation and that are not based on medical criteria Broader sharing was an
essentid ement of the IOM’ sfindings.

Most Medicdly Urgent Patients: The find rule follows, and intends to expand, existing
policy in serving most medicaly urgent patients first, again, referring to patients who are
suitable candidates for trangplantation. It is not the Department’ s intention to require
transplantation of patientstoo ill to benefit; the find rule specificaly prohibits policies
that might result in such futile trangplantations and organ wastage. Providing available
organs to patients with greatest medical urgency who are gppropriate candidates for
transplantation is dready the policy of the OPTN within dlocation areas. Transplant
priority for patients with grestest medica urgency, whenever they are medicaly
suitable, follows the tenets of medica practice generdly and is aready accepted
throughout the transplant community and generd public.

Medical Factors Affecting Organ Movement: The find rule fully recognizes limitations
on movement of organs resulting from medica factors, especidly limits of ischemic time.
As recommended by the IOM report, and asintended by the 1998 final rule, sharing of
organs should be broad enough to enable medicaly effective use of organs, especidly
to enable organs to reach the most medicaly urgent patients, but ischemic time limits
and any other medicd factors affecting the viability of the organ must be consdered in
designing dlocetion palicies.

Small and Medium Sized Trangplant Centers. The Department does not expect the
find rule to cause the closure of small or medium sized trangplant centers or otherwise
diminish access to transplantation for certain populations, including those living in rurd
areas. The |lOM report did not find evidence that the rule would have such effects; and
areport by the HHS Office of Ingpector Generd (“Fostering Equity in Patient Access
to Trangplantation: Loca Accessto Liver Transplantation,” dated August 1999)
concluded that geographic distribution of liver trangplant centersis unlikely to change as
aresult of nationa policies on organ dlocation. The Department is concerned that
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patient access to trangplant services not be adversely affected by closure of centers that
are providing qudity care, including smdl and medium szed centers. Thus, the
amendments below include provision for monitoring any effects of policy changes on
small and medium sized centers. However, HHS and the OPTN should work together
to ensure that dl trangplant programs, regardless of volume, are providing qudity care
to candidates and recipients.

C Desgnated Transplant Program Requirements: The find rule carries forward the
policiesin the proposed rule that provided separate staffing and organizationa
“desgnated trangplant program” requirements for non-Medicare participating transplant
programs and those that are certified as Medicare gpproved transplant programs. The
Department has received comments Smilar to those submitted in response to the
proposed rule, suggesting that uniform standards be gpplied for designation atus. The
Department continues to have no objection to this suggestion in principle, but believes
that the OPTN should submit such standards for the Secretary’ s consideration as
possible changes to the Medicare conditions for coverage of organ transplants, which
currently contain Smilar requirements.

Secretarial Oversight and Enforceability of OPTN Policies -- Virtudly al
commenters agreed that HHS should exercise an oversight role over OPTN policies, dthough
there were different views among the participants as to how such oversight should be carried
out. Exercise of HHS oversght was dso one of the five primary recommendations of the IOM
report. Further, as explained in “Legidative and Regulatory History” above, section 1138 of
the Socia Security Act elevates OPTN membership and policies to the Status of requirements
for participation in Medicare and Medicaid for transplant hospitals and OPOs, thus
necesstating Secretarid review and oversight authority over those policies. Thefind rule
provides the framework for such oversight aswell asthe framework for creating a body of
enforceable OPTN policies.

An additiona recommendation by the |OM was establishment of an independent
scientific review board “for asssting the Secretary in ensuring that the system of organ
procurement and trangplantation is grounded on the best available medical science and isas
effective and as equitable as possible” In response to this recommendation in the IOM report
aswell as comments received, the Department intends to create such an advisory board, the
Advisory Committee on Organ Transplantation. The Department intends to implement the
IOM’ s recommendations that this Committee have severd key responghilities. As
recommended by the IOM, the Committee will provide “timely, nonpartisan review” to “assst
the Secretary in managing the system in amanner that best serves the public interest.” It will
a s, as recommended by the IOM, “help provide objective information and advice for future
directions for the [organ transplantation] system.” It would aso, as recommended by the IOM,
“help insure that policies and procedures are evidence-based and guided by the best available
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scientific and medica precepts.” In order that the Committee fulfill this latter respongbility,
8 121.4(b)(2) and (d) have been revised to reflect thisrole.

When the OPTN proposes enforcesble policies, the Secretary will ask the Committee
for its views on the proposals when the proposals are published in the Federal Register for
public comment. The Committee' s views, public comments, and the Department’ s views will
then serve as the basis for discussions with the OPTN. If, after these discussions, the Secretary
wishesto direct that the OPTN revise its proposals, the OPTN will have the opportunity to
suggest revisons. If the Secretary does not agree with the OPTN’ s revised approach (or if it
does not respond in atimely manner), the Secretary may require the OPTN to take other
gopropriate actions. However, the Secretary will ask the Committee for its views on the
specific proposed actions before transmitting them to the OPTN. A similar gpproach may aso
be used should the Secretary review other OPTN policies, or elect to evaluate critica
comments received by the Secretary relating to the manner in which the OPTN is carrying out
itsduties.

It isnot the desire, nor isit the intention, of the Department to interfere in the practice of
medicine. Decisons about who should receive a particular organ in a particular Situation
involve levels of detail, subtlety, and urgency that must be judged by transplant professionas.
The Advisory Committee will greatly assst the Secretary with respect to the medical and
scientific components of OPTN policies. The medical community has substantia contributions
to make within the ddliberative process for developing OPTN policies, aswdl asin individud
decisonsinvolved in dinicd trangplantation practice.

The rule aso has been revised to emphasize that the Secretary’ s review isintended to
ensure congstency between OPTN policies and the National Organ Transplant Act and this
regulation. Thisrevison isintended to emphasize, asthe IOM did in its report, that the
Secretary’ s oversight will further the public interest, arole assigned to the Department by the
Nationa Organ Transplant Act and articulated in this regulation.

OPTN Board Composition -- Participants expressed a variety of views on
requirements concerning the composition of the OPTN Board of Directors. Some participants
believed that the rule should require, not merdly authorize, the Board to include at least 50
percent representation of transplant physicians and transplant surgeons, to ensure a
preponderance of medical expertise. Others suggested more even division of representation
among trangplant physicians and transplant surgeons, other non-physician transplant
professonds, and candidates, recipients, donors, their families, and the genera public.
Concern was also raised that a combination of percentage representation requirements with
specific categorica representation requirements would make the Board so large asto be
unwieldy, if the Board chose to dlow 50 percent representation of transplant physicians and
surgeons. The Department has reorganized and revised the Board and Executive Committee
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compoasition provisons to strengthen the role of transplant physicians and surgeons on the
Board, consgtent with the rul€ s thrust that alocation policy (one of the OPTN’s most
important respongibilities) be based on objective and measurable medica criteria and sound
medicd judgment, to strengthen the role of transplant candidates, recipients, donors, and their
families on the Board and its Executive Committee, and to provide the OPTN greater flexibility
in determining the gppropriate Sze for the Board. This document includes amendments that
identify categories of membership, but do not require a specific number of members from each
category. Thisamendment requires approximately 50 percent transplant physician or transplant
surgeon membership, instead of no more than 50 percent, and specifiesat least 25 percent
trangplant candidates, trangplant recipients, organ donors, and family members.

We have retained the provision designed to avoid even an appearance of a conflict of
interest by requiring that transplant candidates, recipients, donors and family members on the
Board not have an “employment or smilar relationship” with certain entities and individuals
involved in trangplantation. However, we received comments suggesting that such individuals
may have exceptional commitment or knowledge and should not be automaticaly disqudified
from Board membership, and that, in any event, the Board should have additiond flexibility in
thisarea We have revised this provision to authorize the Board to waive this requirement for
up to half of these members. We expect the Board to use this flexibility consistent with the
rule sgod of broad involvement of patients, recipients, donors, families and the public in the
formulation of trangplant policy.

Broader Geographic Sharing of Organs -- Thefind rule s emphasis on broader
sharing of organsis being clarified through this document. Establishment of liver dlocation
aress broad enough to provide for medicaly effective alocation of organs was the leading
recommendation of the IOM report. Some commenters expressed concern about the need for
the trangplant system to use standard criteriafor listing patients and assigning their urgency
datus, and likewise the need for enforcement mechanisms to ensure that medically urgent
patients who are appropriate candidates for transplantation are not disadvantaged through
misuse of listing criteriaor priority rankings. Thefind rule cals on the OPTN to develop such
standard criteria, and to monitor compliance with them, prospectively if appropriate. Further,
by establishing a framework for Secretaria review and gpprova of OPTN policies, aswell as
review and eva uation procedures for the OPTN, the rule provides a foundation for
enforcement of these standard criteria

Frequency and Timeliness of Data -- Most participants expressed support for
enhanced frequency and timeliness of data. Likewise, the IOM report strongly urged
improvements in data collection and dissemination, both for physician and patient information
and to provide outcome data that may improve understanding of best medicd practices. As
OPTN contractor, UNOS expressed concern about its ability to meet the frequency
requirements in the April 2 fina rule. The Department has decided to retain the 6 month data
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presentation requirement. The Department recognizes that UNOS' concerns stem in part from
its belief that certain types of data may not need to be updated as frequently as others.
Therefore, the Department has added a provision that would permit longer intervalsfor certain
data

The Department recognizes the progress that UNOS has made in increasing the
availability of program-specific information for use by patients, families, physicians, and payors.
To respond to the contractor’ s concerns regarding its ability to meet the frequency of the
reporting requirement in the fina rule, HHS will not require the submission of the first program-
specific report under § 121.11(b)(1)(iv) until June 30, 2000. Thiswill dlow OPTN member
organizations adequate time to become fully Y 2K compliant and ensure that al data submitted
to the OPTN is done so eectronicaly, and will enable the contractor to meet the Department’s
and the IOM’ s expectations that information be more timely and ble.

Use of Waiting Time-- In generd, the IOM found the emphasis on cumulative waiting
times to be ingppropriate as a measure of equity in the transplant system and as a criterion for
dlocation for less medicaly urgent patients, pointing instead toward “ more meaningful indicators
of equitable access’ such as* satus-specific rates of pretrangplantation mortdity and
transplantation.” The IOM report indicated, however, that the use of “waiting times in status’
for the most medicaly urgent liver trangplant patients (thosein status 1 and 2A) was“an
appropriate criterion, dong with necessary medicd criteria” For less medicdly urgent patients
(statuses 2B and 3), the IOM recommended that the OPTN discontinue use of waliting time as
an dlocation criterion and instead develop “an gppropriate medical triage system . . . to ensure
equitable dlocation of organsto patientsin these categories” HHS generdly agrees with these
findings, athough the Department believes that waiting time in satus (unlike cumulative waiting
time) can be one among severd useful criteriain assessng vaiability in results for patients a
different trangplant centers. To date, waiting times have been used in examining the
performance of the trangplant system in part because waiting times are used by the OPTN as an
dlocation criterion, and in part due to lack of better measures. It isfor these reasons that
reducing any variaionsin “waiting time in satus,” especidly for the most medically urgent
patients, was included as a performance measure in the fina rule published April 2. In addition,
the IOM recommendeation points again to the need for better datato provide dternativesto
waiting time as a performance measure. Based on the IOM’ s recommendations and comments
from the transplant community, the Department has made additiond refinementsto the rule's
discusson of waiting times.

The Department’ s gpproach in this section follows the recommendations of the IOM
and responds to issues raised by commenters. Firg, the Department agrees with the |IOM
recommendations that “overal” waiting times are an inappropriate measure. The concept of
using “waiting timein status’ is, however, permitted as a factor in dlocation policy.
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Second, 8§ 121.8(b)(4) requires the OPTN to use performance indicators to assess
transplant program performance and to seek to reduce the variations among transplant
programs with respect to selected performance indicators. This *performance indicator”
approach is congstent with the IOM’ s recommendation that data be used to assess transplant
program performance. Among the aternatives available to the OPTN is the performance
indicator “waiting timein gatus” Congstent with the IOM’ s gpproach, if the OPTN retains
waiting time in status for alocation purposes for medicaly urgent categories Smilar to current
Status 1 and 2A initsrevised liver dlocation policies, the Department would expect the OPTN
to use waiting time in atus as a performance indicator for liver patients, dong with necessary
medical criteria

Regarding the generd gpproach of reducing variations among transplant programs with
respect to selected performance indicators, we aso expect the OPTN to work towards
improving, where possible, the outcomes under these indicators. For example, if the OPTN
used the performance indicator pretransplantation mortality rates for liver patients by medica
status, as recommended by the IOM, then the Department would expect the OPTN to seek to
reduce the variations in this performance indicator by improving pre-transplant surviva a
programs whereit fel sgnificantly below the nationd rates.

We aso note that, athough 8§ 121.8(b)(2) requires that the medica characteristics of
patients within each category be as Smilar as possible, the |IOM observed that the current liver
status categories 2B and 3 were heterogeneous. As aresult, some patients in these categories
need life-saving transplants sooner than others. The other patients, often with longer waiting
times, can, nevertheless, wait longer periods of time without increased risk of death. Therefore,
the IOM concluded that the OPTN should not use waiting times as a criterion for patientsin
these categories. Some commenters, however, suggested that the OPTN would have difficulty
further refining its existing status categories. Commenters aso requested that the OPTN be
alowed to continue to use waiting timesin some fashion for these patients. This rule provides
the OPTN flexibility to continue to use waiting times for patients in these categories but would
require that such use not override medica urgency condderations.

However, the Department expects, as the IOM concluded, that broader sharing of
organs should occur for al patients and that organswill go to more medicaly urgent patients
who are gppropriate candidates for transplants before being offered to patients whose condition
permits them to wait longer for a transplant.

OPTN Review of Member Compliance with Final Rule Requirements and
Mandatory OPTN Policies -- Many members of the transplant community expressed concern
about how best to promote compliance with OPTN policies. Section 121.8(8)(7) has been
added to emphasize that the OPTN should especidly promote compliance with approved
dlocation policies through prospective and retrospective reviews of programs compliance with
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alocation policies. In addition, the OPTN is required by § 121.10 to conduct reviews and
evauations of each OPTN member’s compliance with these rules and approved OPTN
policies. Thus, the OPTN is required to implement areview process to ensure that individuals
recalving transplants are accurately listed and in proper classification categories to receive
organs. Currently, UNOS liver and thoracic Regiond Review Boards (RRBs) provide
retrospective review of designation of status 1 and 2A patients for livers and 1A patients for
hearts. The Department will explore with the OPTN contractor issues related to the conduct of
prospective and/or retrospective reviews of dl listings and changes in atus categoriesto
assure that programs are making gppropriate classfication determinations. Reviews,
prospective and retrospective, might be performed by existing OPTN RRBs. In addition, the
Secretary may ask independent third parties, such as the Joint Commission on the
Accreditation of Health Organizations (JCAHO), or Utilization and Quality Control Peer
Review Organizations (PROs) established under Part B of title X1 of the Socid Security Act, to
monitor the OPTN enforcement system by independently conducting audits of the work of the
RRBs.

Incentives for High Performing OPOs -- Concern has been expressed that, by
emphasizing broader sharing of organs, the find rule might bring about reduced organ donation.
The Department disagrees, and the IOM report found some evidence that, where broader
sharing is currently occurring, donations have increased. In response to these concerns,
however, HHS has considered the possibility that positive rewards might be offered for high
performing OPOs, to add to incentives for organ donation. The Department believes that high
performance by OPOs should be rewarded in away that does not disadvantage patients by
compromising one of the fundamenta objectives that the find rule istrying to achieve - namey
broader sharing of organs. Therefore, the Department encourages the OPTN to develop and
recommend to the Secretary policy incentives to reward high-performing OPOs. In addition, in
response to longer-standing concerns, HHS' Hedth Care Financing Adminigtration (HCFA) is
reviewing the way it currently measures OPO performance.

Poaliciesto Address Socioeconomic Barriers -- Some in the trangplant community
have expressed concern that the fina rule would require transplant hospitals to make their own
financid resources available to pay for trangplant and follow-up care for patients unable to pay.
However, this was not the intention of the April 2 find rule. The rule cadls on the OPTN Board
of Directors to recommend policies that would reduce inequities in access resulting from
socioeconomic status and ensure that the registration fee itself does not represent abarrier to
trangplantation.

Registration Fees -- One commenter objected to Secretaria review of that portion of
regidtration fees paid by OPTN members (and indirectly by patients and their insurers) that
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represents expenditures by the contractor that are not directly related to the tasks performed
under the contracts with HHS. The find rule specifies that the Secretary has oversight of that
portion of the regigtration fee directly related to operation of the OPTN.

Health Resources and Services Administration (HRSA)-HCFA Cooperation - A
commenter noted the need for increased coordination between HRSA and HCFA on
transplantation issues within their respective areas of responsbility. HRSA and HCFA have
pursued severd cooperative efforts to achieve increased organ donation, agod of the
Adminigration’s Nationad Organ and Tissue Donation Initiative, which was launched in
December 1997. On June 22, 1998, HCFA published afind rule (42 CFR part 482)
regarding Medicare Hospital Conditions of Participation, which requires hospitas to refer dl
deeths and imminent degths to loca OPOs and conduct donation request training programs for
appropriate staff representatives. In 1999, HRSA and HCFA jointly sponsored projectsto
encourage collaboration between hospita's and OPOs in effectively implementing this
regulation. HCFA'’s responsibility for OPO performance standard establishment, certification
and re-certification of OPOs, and OPO waiver request review involves close cooperation with
HRSA to identify practices mogt likely to benefit donor families and transplant patients, and that
impact current organ alocation policy. In addition, HCFA and HRSA are working together to
enhance and better coordinate collection, reporting, and analysis of organ procurement and
transplant data in an effort to assure optimum performance of the OPTN.

D. Data

Section 213 cdled for “timey and accurate program-specific information on the
performance of transplant programs.” The IOM report, in reviewing 68,000 medical records,
made a sgnificant contribution in the data area, dthough the report dso cited the paucity of
data available and recommended improved data collection and dissemination. In addition,
UNOS recently has added Internet-based capability, both for providing information to
physicians and the public and for collecting data from its members.

Finaly, HHS has completed new transplant program-specific analyses that show
varying outcomes for patients among different transplant hospitals. Department staff analyzed
OPTN patient outcome data for liver and heart trangplants with respect to three critical issues.
1) the likelihood that, having been listed as atransplant candidate, a patient will receive an
organ within one year; 2) the likelihood that a patient will die within one yeer of ligting while
awaiting trangplantation; and, 3) the likelihood that a patient will till be dive one year after
listing, irrespective of whether he or she underwent atransplant procedure. After risk
adjustment (i.e., adjustment for differencesin the mix of patients hedlth status from program to
program), the analyses reveded substantid differences in outcomes from one transplant
program to another. The principd findings for liver trangplants illudtrate that:
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C ten percent of the programs have a standardized risk-adjusted rate of transplantation
within one year of listing of 71 percent or more; whereas, for another ten percent of the
programs, the rate is 25 percent or less,

C the likelihood of dying within one year of ligting while awaiting a transplant ranges from
less than 8 percent to more than 22 percent; and

C the likelihood of surviving one year after listing as a trangplant candidate or arecipient
ranges from approximately 65 percent to amost 86 percent.

The andogous vaues for heart transplants are 72 and 36 percent (transplantation within
oneyear of liging), 9 and 23 percent (desth within one year of lising while awaiting a
transplant), 67 and 84 percent (surviva for one year after listing irrespective of whether
transplanted or not).

In the course of performing these andyses, Department staff identified gaps in the data
currently collected by the Scientific Regigtry - eg., additiond clinica details about patients
conditions at the time of listing (which could improve risk adjusment) and additiond data on
clinical complications (which could help in assessing qudity of life following transplantation).
The Department has provided these analyses to UNOS and has encouraged it, in its
management of the OPTN and its operation of the Scientific Registry, to broaden the scope of
data collection and make increased use of program-specific performance andyses. The
andysesareincluded in the U.S. Department of Health and Human Services 1999 Report
to Congress on the Scientific and Clinical Status of Organ Transplantation.

Il. Public Comments

Between April 2 and September 16, 1998, we received atota of approximately 2,500
comments on thefind rule. (Letterswith petitions or with form |etters attached were counted
as one comment. HHS received atotal of approximately 20,000 form letters) The mgority of
the comments reflected issues addressed in “ Clarifications’ above. This document includes
changes intended to make these issues clear. Other issues raised by commenters were
discussed in the meetings conducted this year pursuant to section 213 of the Appropriation Act,
and they are aso outlined above.

[I. Changesin the Regulatory Text

Asareault of the comments received, the Department has made severd modifications
to thefind rule published on April 2, 1998. Some changes have been made to dlarify the
regulatory language. Other revisons to the regulatory text add provisions or modify
requirements from the previoudy published find rule.
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1. Definition of Organ

The Department has deleted bone marrow from the definition of organin §121.2
because it fdls within the scope of a different statutory authority. Although the NOTA refersto
bone marrow for purposes of the Scientific Registry, subsequent legidation established a
Separate program to address “unrelated” bone marrow transplants. A commenter
recommended that the definition be expanded to include intestine, somach, or a collection of
human cdlls that perform avitd function of an organ, including any organ containing vasculaure
that carries blood after transplantation. 1n the Preamble to the 1998 rule, the Department
dated: “Theincluson of other organs, such as the somach and intestines, not only would have
an impact on other requirements in these regulations such as the development of alocation
policies, certification of designated trangplant programs, and establishment of training
requirements but also would affect OPO requirements to procure these organs in accordance
with HCFA rules. Thus, the Department believes it would be premature for this rule to specify
other organsin addition to those dready named. Instead, the Department will direct the OPTN
contractor to consider which organs or parts of organs, if any, should be subject to OPTN
policies, and to submit recommendations to the Secretary.” The Department’ s position on this
issue remains unchanged.

2. Nationd List

Theterm “nationd ligt” has been replaced with “waiting lig” in § 121.2, and throughout
thefina rule. Theterm “nationa list” was incorporated into the regulation to reflect satutory
language in section 372 of the Public Hedlth Service (PHS) Act, 42 U.S.C. 274, which
requires the OPTN to “establish anationd list of individuals who need organs.” Current OPTN
alocation convention derives subordinate lists from a single database and current OPTN policy
dlocates zero-antigen mismatched kidneys nationdly, due to scientifically demondtrated
improvementsin patient and graft surviva resulting from this policy. Furthermore, ischemic
times and patient outcomes make such an approach appropriate in the case of zero-antigen
mismatched kidneys. If supported by scientific evidence, the Department has no objection to
this approach.

3. Composition of OPTN Board of Directors

The Department wishes to ensure adequate patient, donor and family representation on
the OPTN Board of Directors, while giving the OPTN sufficient flexibility to congtitute a
balanced and effective Board. Thus the Department has included a requirement under 8
121.3(a) that the Board of Directors shall include at least 25 percent transplant candidates,
transplant recipients, organ donors, and family members. In response to comments, the
Department also has revised 8§ 121.3(a)(1) to enable the OPTN to govern itsalf with greater
flexibility than was provided by the 1998 rule. The revised language maintains the requirement
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that the Board of Directors include representatives of OPOs, transplant centers, voluntary
hedlth associations, transplant coordinators, hissocompatibility experts, other non-physician
transplant professionas, and the generd public, but does not mandate a specific number of
members from each category. The Secretary believes that the less prescriptive language in this
revison will better dlow the OPTN itsdf to determine the gppropriate sze of, and
representation on, its Board of Directors, while achieving a ba ance among physcian, patient,
donor, family and other representatives.

Section 121.3(a)(2) has been revised. That paragraph prohibited those Board
members who were identified as transplant recipients, transplant candidates, organ donors,
family members, or members of the generd public to be employees of, or have smilar
relationships with, specified categories of ingtitutiona members required to be on the Board.
The revised paragraph is more flexible, as described more fully above.

As discussed above, 8 121.3(a) has been revised to require that approximately 50
percent of the Board members be transplant surgeons or transplant physicians, rather than the
language of the April 2, 1998, rule requiring no more than 50 percent, and that at least 25
percent of its members be transplant candidates, transplant recipients, organ donors, and family
members. The comparable requirements for the Executive Committee of the Board have been
amilarly revised. Transplant physicians or trangplant surgeons dected to the Board or
Executive Committee under other categories must be counted toward the requirements of these
paragraphs of the find rule.

Furthermore, the requirement for atwo year term for Board membersin former §
121.3(8)(4) has been deleted. Board members have diverse backgrounds and will require
different periods of time to become familiar with the complex issues coming before the Board.
Thus, we bdieve that it is gppropriate for the OPTN to determine for itsdf the length of the
term for Board members, subject to Departmenta review.

4. Socioeconomic Issues

Asaticulated in the April 2, 1998, rule, the Department is concerned that al patientsin
the country have access to trangplantation and encourages the OPTN to work toward this godl.
Severa members of the trangplant community, however, commented that the provisons of §
121.4 addressing socioeconomic issues would require transplant hospital's to make their own
financid resources available to pay for transplantation and follow-up care for patients unable to
pay. Inresponse to these comments, the Department has revised this section to specify that
paragraph (Q)(3)(i) refers only to the registration fee and has revised paragraph (8)(3)(ii) to
clarify that resources for patients unable to pay should be sought from al available sources.

5. Secretarial Review of OPTN Policies
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In response to comments asking which OPTN policies are to be submitted to the
Secretary, the Department has modified the language of § 121.4(b)(2) to provide that the
Board of Directorsis required to provide the Secretary with proposed policies that the OPTN
recommends be enforceable under § 121.10 (including dlocation policies) and others as
specified by the Secretary. As discussed above, the rule has been revised to adopt the IOM’s
recommendation that the Advisory Committee assst the Secretary in reviewing OPTN policies
and practices aswdl asto indicate the purposes of the Secretary’ sreview.

The timing requirement has aso been changed from 30 days to 60 days before
implementation of the proposed policy to provide amore redigtic estimate of the time required
for review by the Advisory Committee and the public, should such review be necessary.

6. Regidration Fee

One commenter objected to Secretaria review of the patient registration fee,
maintaining that thisfeeis paid voluntarily by OPTN members for the services provided to them
by the contractor. The Department agrees that a portion of the current fee represents a
voluntary payment by OPTN members to the contractor for services outside the direct
operation of the OPTN on behaf of patients, while another portion represents the payment
provided by patients and their insurers for the operation of the OPTN system itself.
Consequently, the Department has modified the language of § 121.5(c) to indicate that the
portion of the registration fee subject to Secretaria oversight isthat portion directly related to
operation of the OPTN; any other fee may only be charged on avoluntary basisto OPTN
members. In thisregard, the Department would interpret the “reasonable costs’” for operating
the OPTN to include additional costs of compliance under § 121.8(a)(7) and reviews and
enforcement under § 121.10.

7. Human Immunodeficiency Virus (HIV)

Commenters suggested revising the language of 8§ 121.6(b) to authorize transplantation
of organs from HIV positive donorsto HIV positive recipients. The Department has revised §
121.6(b) to reflect the language of the statute. We note, however, that HCFA regulations
governing OPOs, at 42 CFR 486.306(q), require OPOs to screen donors to “[e]nsure that
gppropriate donor screening and infection tests, consistent with the OPTN standards and the
CDC [Centers for Disease Control and Prevention] guiddlines ... are performed ... to prevent
the acquisition of organs that are infected with the etiologic agent for acquired immune
deficiency syndrome.” The OPO regulations require that OPO donor screening meet the two
thresholds of the OPTN standards aswell asthe CDC guidelines. OPOs must comply with the
CDC “Guiddinesfor Preventing Trangmisson of Human Immunodeficiency Virus Through
Transplantation of Human Tissue and Organs’ as gppended to the regulations for OPOs (see
42 CFR part 486, Subpart G, Appendix A). Asaresult, the OPO regulaions will still preclude
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acquisition of an organ from an HIV-positive donor for transplantation. The OPTN may
propose standards permitting such transplantation to the Secretary for consideration and
potentia change in existing CDC guiddines.

8. Criteriafor Ligting Patients

The 1998 rule st as a performance god that the OPTN standardize objective and
measurable medicd criteriafor incuding patients on the waiting list. In drafting the language of
that section, the Department expected that the criteria developed for adding patients to the
waiting list would inherently contain criteriafor removing patients from the lis. Commenters
pointed out that the rule should be specific in thisrespect. The Department adopted this
suggested clarification in § 121.8(b)(1).

9. Organ Allocation

The Department received many comments on this section, especidly former § 121.8(a).
We have reorganized this entire section for clarity and addressed points raised by the IOM as
well as severd issuesraised by commenters. Some commenters asked that we clarify the
OPTN’ s aility to have different alocation policies for different types of organs (or
combinations of organs) to be transplanted. Language to this effect isnow found in §
121.8(a)(4). The Department wishes to emphasize that this means that the OPTN may take a
different gpproach in defining priority ranking under § 121.8(b)(2) for organs like kidneys
where the technology of rend didys's permits some flexibility in determining the timing of a
transplant. Similarly, a different gpproach may aso be taken where such “rescue’ techniques
are available for other organs. Such aternatives may be used, consistent with sound medical
judgment.

Other commenters suggested that the concepts of using sound medica judgment,
avoidance of futile transplants or wastage of organs, and promotion of the efficient use of
organs should be applicable to dl the performance gods. Language adopting this suggestion is
now found in § 121.8(8)(5).

We have added to § 121.8(3)(5) a provision that alocation policy seek to promote
patient access to transplants, an issue Congress asked the IOM to address. Asdiscussed
above, we have dso added at 8 121.8(8)(7) language to promote compliance with and
enforcement of approved dlocation policies.

We have revised the discussion of medica urgency now found in §
121.8(b)(2). We have made clear that the need to rank patients or categories of patientsin
order of decreasing medica urgency only appliesto otherwise medicaly appropriate candidates
for trangplants. Thisis consistent with the provisions found in § 121.8(a) that require dlocation



Page 18

policies be developed in accordance with sound medica judgment and avoidance of futile
transplants and organ wastage.

Some commenters suggested that the rule was unclear asto how “medica urgency”
gppliesto kidney alocation policy. We revised this section in response to comments that the
term “status categories,” as currently used for liver and heart patients, is not used for kidney
patients. (Instead, a point system is used to rank patients when an organ becomes available.)
The use of the term “patients or categories of patients’ in this section makes clear that ranking
patients rather than categories of patientsis permitted under thisrule. As discussed above, we
intend for ranking to be gpplied in the context of the factors listed in 8 121.8(a), especidly in
accordance with sound medical judgment. Therefore, we believe that there may well be
different gpproachesto kidney dlocation policy than those for other types of organs, perhaps
aong the lines of the current policies, which take into account such factors as immunologic
compatibility between the donor and patient, whether the patient’ s immune system is highly
sengitized, and other medical factors.

Commenters suggested that the Department closely monitor the changes to alocation
policies made &fter the initid reviews required under this section to ensure that the new policies
are achieving the desired improvementsin the alocation sysem. The Department intends to
monitor the effects of these changes closdly and in consultation with the OPTN. In addition to
this monitoring and consultation, the Department will formally determine whether further
changes are necessary Six months and 12 months after the changes to alocation policies made
after theinitid reviews go into effect.

Finaly, as discussed above, we have given the OPTN additiond flexibility with respect
to performance indicators, including waiting times, in response both to comments recelved and
the IOM report.

The Department wishes to emphasize, however, that these changes are not intended to
limit the ability of the OPTN to address specid Stuations such as the unique needs of young
children.

10. Department of Veterans Affairs Hospitals

The term “Dean’s Committeg’ has been deleted from 8§ 121.9(a)(3), asthisisnot a
term currently used by the Department of Veterans Affairs. Currently, the Department of
Veterans Affairs, Veterans Health Adminigration, designates specific VA medica centersto
carry out organ transplantation. To cover the possbility that transplants may aso be carried
out in other Federa hospitals, as well as those owned and operated by the Department of
Defense (DoD), transplant programs in DoD or other Federal hospitals have been added to
those eligible to receive organs for transplantation under § 121.9(a).
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11. Enforcement

Section 121.10(c)(1) has been edited to clarify that appropriate enforcement action
may include termination of a transplant program’s rembursement under Medicare and
Medicaid. In addition, the Department wishesto clarify that the regulation permitsthe OPTN
to develop policies that will contain lesser or intermediate level sanctions that may be taken by
the OPTN, but these policies must first be gpproved by the Secretary in order for them to be
enforcesble.

12. Reporting Requirements

Section 121.11(b)(2) has been amended to include transplant program costs among the
items to be reported by transplant hospitals to the OPTN and the Secretary. Although the
language in the previoudy published find rule was sufficiently broad to permit the Secretary to
specify that cogt information be submitted, it was fdt that its specific incluson in the rule would
ensure that such information would be made available on atimely basis when requested,
congstent with section 213. Because of the difficulty in defining cogts for these purposes, the
Department will accept measures of resource utilization.

13. Effect of the Regulation on State Laws (former § 121.12)

Theincluson of § 121.12 in the 1998 regulation was intended to be consonant with
longstanding Condtitutional principles regarding the relationship between the Federd and State
governments. It reflected the HHS bdief that Congress intended the statutory scheme it
edtablished under NOTA to result “in the nationwide distribution of organs equitably among
trangplant patients.” Section 372(b)(2)(D) of the Public Heath Service Act. Nevertheless,
because the Department views this result as flowing from the statutory scheme, the section of
the regulation articulating the Department’ s views on the matter is unnecessary as alegd matter.
Accordingly, 8§ 121.12 has been removed.

14. Advisory Committee on Organ Transplantation

The Department intends to implement the recommendation of the IOM, as discussed
above, to create an independent, multidisciplinary scientific advisory board which will asss the
Secretary in, “ensuring that the system of organ procurement and transplantation is grounded on
the best available medica science and is as effective and as equitable as possible” Condtitution
of such an advisory committee and its consultation by the Secretary, as appropriate, in the
words of the IOM, “would aso enhance public confidence in the integrity and effectiveness of
the system.” The Department has added anew § 121.12 to provide for the establishment of an
Advisory Committee on Organ Transplantation. The Committee, to be established in
accordance with the Federal Advisory Committee Act [5 U.S.C. App.], will be available to the
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Secretary to provide comments on proposed OPTN policies and other matters related to
transplantation. The Committee will be composed of individuas drawn from diverse
backgrounds such as hedlth care public palicy, transplantation medicine and surgery, non-
physician trangplant professions, biogtatistics, immunology, heath economics, epidemiology,
bioethics, and law. As part of this process of establishing the Committee, the Secretary intends
to solicit nominations for Committee members from the transplant community and the generd
public.

V. Impact Analyses

We have examined the impact of this amendatory language as required by Executive
Order 12866, section 202 of the Unfunded Mandates Reform Act of 1995 (Public Law 104-
4) and the Regulatory Flexibility Act (RFA) (Public Law 96-354). Executive Order 12866
directs agencies to assess costs and benefits of available regulatory dternatives and, when
regulation is necessary, to select regulatory gpproaches that maximize benefits. The Unfunded
Mandates Reform Act of 1995 aso requires that agencies prepare an assessment of anticipated
costs and benefits before proposing any rule that may mandate an annua expenditure by Stete,
locd, or tribd governments of $100 million or more.

Under the Regulatory Hexibility Act (5 U.S.C. 601-612), if an action has asgnificant
economic effect on a subgtantid number of small businesses, the Secretary must specificaly
consder the effects on smal business entities and analyze regulatory options that could lessen
the impact of therule.

Section 1102(b) of the Socid Security Act requires us to prepare a regulatory impact
andyssfor any regulaion that may have a sgnificant impact on the operations of a substantia
number of smal rurd hospitds.

The amendatory language st forth in this document makes no changes that have a
sgnificant economic effect on State, loca or triba governments, hospitals or patients; therefore,
we certify that no additional regulatory analysisisrequired. We have adso concluded, based on
the findings of the Ingtitute of Medicine and the Generd Accounting Office under section
213(b), discussed earlier in this Preamble, and the Secretary certifies, that this amendatory
language would not have a significant economic impact on a subgtantial number of smal entities;
therefore, aregulaory flexibility andyssis not required.

We are dso not preparing arurd impact satement since we have determined, and the
Secretary certifies, that this amendatory language would not have a significant impact on the
operations of a substantia number of smdl rurd hospitas.

The earlier analyses from the April 2, 1998, find rule remain gpplicable to that rule and
are not dtered by these amendments.
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List of Subjectsin 42 CFR part 121

Hedlth care, Hospitals, Organ transplantation, Reporting and recordkeeping requirements.

Dated:

Administrator
Health Resources and Services Administration

Approved:

Secretary
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ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK (OPTN)
FINAL RULE ASREVISED BY AMENDMENTS

42 CFR part 121 has been amended to read as follows:
Part 121-Organ Procurement and Transplantation Network

Sec.

121.1 Applicability.

121.2 Definitions.

121.3 The OPTN.

121.4 OPTN Policies;, Secretarial Review and Appedls.
1215 Ligting requirements.

121.6 Organ procurement.

121.7 | dentification of organ recipient.

121.8 Allocation of organs.

121.9 Designated transplant program requirements.

121.10 Reviews, evauation, and enforcemen.
121.11 Record maintenance and reporting requirements.
121.12 Advisory Committee on Organ Transplantation.

Authority: Sections 215, 371-376 of the Public Health Service Act (42 U.S.C. 216, 273-
274d); sections 1102, 1106, 1138 and 1871 of the Socia Security Act (42 U.S.C. 1302,
1306, 1320b-8 and 1395hh).

§121.1 Applicability.

(&) The provisons of this part gpply to the operation of the Organ Procurement and
Trangplantation Network (OPTN) and to the Scientific Regidry.

(b) In accordance with section 1138 of the Socia Security Act, hospitals in which
organ trangplants are performed and which participate in the programs under titles XVI11 or
XIX of the Socid Security Act, and organ procurement organizations designated under section
1138(b) of the Socia Security Act, are subject to the requirements of this part.

§ 121.2 Ddfinitions.

Asused in this part-
Act means the Public Health Service Act, as amended.
Designated transplant program means atransplant program that has been found to meet
the requirements of § 121.9.
Family member means afamily member of atransplant candidate, transplant recipient,
or organ donor.
OPTN computer match program means a set of computer-based ingtructions which
compares data on a cadaveric organ donor with data on transplant candidates on the
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waiting list and ranks the candidates according to OPTN policiesto determine the
priority for dlocating the donor organ(s).

Organ means a human kidney, liver, heart, lung, or pancress.

Organ donor means a human being who is the source of an organ for transplantation
into another human being.

Organ procurement organization or OPO means an entity so designated by the
Secretary under section 1138(b) of the Socia Security Act.

Organ procurement and transplantation network or OPTN means the network
established pursuant to section 372 of the Act.

Potentia trangplant recipient or potentid recipient means a transplant candidate who
has been ranked by the OPTN computer match program as the person to whom an
organ from a pecific cadaveric organ donor isto be offered.

Scientific Registry means the registry of information on transplant recipients established
pursuant to section 373 of the Act.

Secretary means the Secretary of Health and Human Services and any officid of the
Department of Health and Human Services to whom the authority involved has been
delegated.

Transplant candidate means an individua who has been identified as medically suited to
benefit from an organ transplant and has been placed on the waiting list by the
individud's trangolant program.

Trangplant hospital means a hospital in which organ transplants are performed.
Transplant physician means a physician who provides non-surgica care and treatment
to transplant patients before and after transplant.

Transplant program means a component within a transplant hospita which provides
transplantation of a particular type of organ.

Transplant recipient means a person who has received an organ transplant.
Transplant surgeon means a physician who provides surgical care and treatment to
transplant recipients.

Waiting lig means the OPTN computer-based list of transplant candidates.

§121.3 The OPTN.
(@) Organization of the OPTN. (1) The OPTN shdl establish a Board of Directors of whatever
szethe OPTN determines gppropriate. The Board of Directors shdl include:

(i) Approximatdy 50 percent transplant surgeons or transplant physicians,

(i) At least 25 percent transplant candidates, transplant recipients, organ
donors and family members. These members should represent the diversity of the population of
transplant candidates, trangplant recipients, organ donors and family members served by the
OPTN including, to the extent practicable, the minority and gender diverdty of this population.
These members shdl not be employees of, or have a smilar relationship with OPOs, transplant
centers, voluntary health organizations, transplant coordinators, histocompatibility experts, or
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other non-physician transplant professiona's; however, the Board may waive this requirement
for not more than 50 percent of these members; and

(iil) Representatives of OPOs, trangplant hospitals, voluntary hedth
associations, trangplant coordinators, histocompatibility experts, non-physician transplant
professonads, and the genera public.

(2) The Board of Directors shdl eect an Executive Committee from the membership of
the Board. The Executive Committee shal include a least one generd public member, one
OPO representative, approximately 50 percent trangplant surgeons and transplant physicians,
and at least 25 percent trangplant candidates, trangplant recipients, organ donors, and family
members.

(3) The Board of Directors shall appoint an Executive Director of the OPTN. The
Executive Director may be regppointed upon the Board's determination that the responsibilities
of this pogition have been accomplished successfully.

(4) TheBoard of Directors shdl establish such other committees as are necessary to
perform the duties of the OPTN. Committees established by the Board of Directors shall
indude:

(i) Representation by transplant coordinators, organ procurement
organizations, and transplant hospitals, and at least one transplant candidate, transplant
recipient, organ donor or family member; and

(i) To the extent practicable, minority and gender representation reflecting the
diversity of the population of transplant candidates, transplant recipients, organ donors and
family members served by the OPTN.

(b) Membership of the OPTN. (1) The OPTN shall admit and retain as membersthe
following:

(i) All organ procurement organizations,
(if) Transplant hospitals participating in the Medicare or Medicaid programs,
and
(iif) Other organizations, inditutions, and individuds that have an interest in the
fields of organ donation or trangplantation.
(2) To apply for membership in the OPTN:
(i) An OPO shdl provide to the OPTN the name and address of the OPO,
and the latest year of designation under section 1138(b) of the Socid Security Act;
(i) A trangplant hospital shall provide to the OPTN the name and address of
the hospitd, aligt of its trangplant programs by type of organ; and
(iif) Any other organization, inditution, or individua digible under paragraph
(©)(Q)(iii) of this section shal demongtrate to the OPTN an interest in the fields of organ
donation or transplantation.
(3) The OPTN shdl accept or rgect as members entities or individuals described in
paragraph (c)(2)(iii) of this section within 90 days.
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(4) Applicants rejected for membership in the OPTN may appedl to the Secretary.
Appeds shdl be submitted in writing within 30 days of rgjection of the gpplication. The
Secretary may:

(i) Deny the appedl; or

(i) Direct the OPTN to take action congstent with the Secretary's response to
the appedl.
(© Corporate status of the OPTN. (1) The OPTN shdl be a private, not-for-profit entity.

(2) Therequirements of this section do not gpply to any parent, sponsoring, or
affiliated organization of the OPTN, or to any activities of the contracting organization that are
not integral to the operation of the OPTN. Such an organization is free to establish its own
corporate procedures.

(3) No OPTN member isrequired to become a member of any organization that isa
parent, sponsor, contractor, or affiliated organization of the OPTN, to comply with the by-laws
of any such organization, or to assume any corporate duties or obligations of any such
organizetion.

(d) Effective date. The organization designated by the Secretary asthe OPTN shdl have
until June 30, 2000, or Sx months from itsinitia designation as the OPTN, whichever islater, to
meet the requirements of this section, except that the Secretary may extend such period for
good cause.

§ 121.4 OPTN policies: Secretariad review and appedls.

(& The OPTN Board of Directors shal be responsible for developing, with the advice of the
OPTN membership and other interested parties, policies within the misson of the OPTN as st
forth in section 372 of the Act and the Secretary's contract for the operation of the OPTN,
induding:

(1) Policiesfor the equitable alocation of cadaveric organs in accordance with 8
121.8;

(2) Policies, consstent with recommendations of the Centers for Disease Control and
Prevention, for the testing of organ donors and follow-up of transplant recipients to prevent the
gpread of infectious diseases;

(3) Pdliciesthat reduce inequities resulting from socioeconomic status, including, but
not limited to:

(1) Ensuring that payment of the regidration fee is not a barrier to liging for
patients who are unable to pay the fee;

(ii) Proceduresfor transplant hospitas to make reasonable efforts to obtain
from dl available sources, financid resources for patients unable to pay such that these patients
have an opportunity to obtain a transplant and necessary follow-up care;

(iif) Recommendations to private and public payers and service providers on
way's to improve coverage of organ trangplantation and necessary follow-up care; and

(iv) Reform of alocation policies based on assessment of their cumulative
effect on socioeconomic inequities,
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(4) Policiesregarding the training and experience of transplant surgeons and transplant
physiciansin designated trangplant programs as required by 8§ 121.9;

(5) Policiesfor nominating officers and members of the Board of Directors; and

(6) Policies on such other matters as the Secretary directs.

(b) The Board of Directors shdl:

(1) Provide opportunity for the OPTN membership and other interested parties to
comment on proposed palicies and shall take into account the comments received in developing
and adopting policies for implementation by the OPTN; and

(2) Provideto the Secretary, at least 60 days prior to their proposed implementation,
proposed policies it recommends to be enforceable under § 121.10 (including alocation
policies). These policieswill not be enforceable until approved by the Secretary. The Board of
Directors shal aso provide to the Secretary, at least 60 days prior to their proposed
implementation, proposed policies on such other matters as the Secretary directs. The
Secretary will refer sgnificant proposed policies to the Advisory Committee on Organ
Trangplantation established under § 121.12, and publish them in the Federal Regigter for public
comment. The Secretary al'so may seek the advice of the Advisory Committee on Organ
Trangplantation established under § 121.12 on other proposed policies, and publish them in the
Federal Regigter for public comment. The Secretary will determine whether the proposed
policies are consstent with the Nationd Organ Transplant Act and this part, taking into account
the views of the Advisory Committee and public comments. Based on thisreview, the
Secretary may provide comments to the OPTN. If the Secretary concludes that a proposed
policy isinconsggtent with the Nationa Organ Transplant Act or this part, the Secretary may
direct the OPTN to revise the proposed policy consistent with the Secretary-s direction. If the
OPTN does not revise the proposed policy in atimely manner, or if the Secretary concludes
that the proposed revison isinconsistent with the Nationa Organ Trangplant Act or this Part,
the Secretary may take such other action as the Secretary determines appropriate, but only
after additiona consultation with the Advisory Committee on the proposed action.

(c) The OPTN Board of Directors shall provide the membership and the Secretary with copies
of its policies as they are adopted, and make them available to the public upon request. The
Secretary will publish ligs of OPTN paliciesin the Federad Regigter, indicating which ones are
enforcesble under 8 121.10 or subject to potential sanctions of section 1138 of the Socia
Security Act. The OPTN shdl dso continuoudy maintain OPTN policies for public access on
the Internet, including current and proposed policies.

(d) Any interested individud or entity may submit to the Secretary in writing critical comments
related to the manner in which the OPTN is carrying out its duties or Secretarid policies
regarding the OPTN. Any such comments shdl include a statement of the basis for the
comments. The Secretary will seek, as appropriate, the comments of the OPTN on the issues
raised in the comments related to OPTN policies or practices. Policies or practices that are the
subject of critical comments remain in effect during the Secretary:s review, unless the Secretary
directs otherwise based on possible risk to the hedlth of patients or to public safety. The
Secretary will congder the commentsin light of the National Organ Transplant Act and the
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regulations under this part and may consult with the Advisory Committee on Organ
Transplantation established under 8 121.12. After thisreview, the Secretary may:

(1) Reect the comments;

(2) Direct the OPTN to revise the policies or practices consstent with the Secretary-s
response to the comments;, or,

(3) Takesuch other action as the Secretary determines appropriate.
() The OPTN shdl implement policies and shall:

(1) Provideinformation to OPTN members about these policies and the rationale for
them; and

(2) Update policies developed in accordance with this section to accommodate
scientific and technological advances.

§ 121.5 Lidting requirements.

(@ A trangplant hospital which isan OPTN member may list individuds, congstent with the
OPTN'’s criteriaunder 8 121.8(b)(1), only for a designated transplant program.

(b) Transplant hospitds shdl assure that individuds are placed on the waiting list as soon as
they are determined to be candidates for transplantation. The OPTN shal advise transplant
hospitds of the information needed for such listing.

() An OPTN member shdl pay aregidration fee to the OPTN for each transplant candidate it
places on the waiting list. The amount of such fee shall be calculated to cover (together with
contract funds awarded by the Secretary) the reasonable costs of operating the OPTN and
shall be determined by the OPTN with the approva of the Secretary. No less often than
annually, and whether or not a change is proposed, the OPTN shal submit to the Secretary a
gatement of its proposed regigtration fee, together with such supporting information asthe
Secretary finds necessary to determine the reasonableness or adequacy of the fee schedule and
projected revenues. This submission is due a least three months before the beginning of the
OPTN’sfiscd year. The Secretary will gpprove, modify, or disgpprove the amount of the fee
within areasonable time of recaiving the OPTN’s submisson.

§8121.6 Organ procurement. The suitability of organs donated for trangplantation shal be
determined asfollows:

(@ Teds. An OPTN member procuring an organ shal assure that |aboratory tests and clinica
examinations of potentiad organ donors are performed to determine any contraindications for
donor acceptance, in accordance with policies established by the OPTN.

(b) HIV. The OPTN shdl adopt and use standards for preventing the acquisition of organs
from individuds known to be infected with human immunodeficiency virus.

(c) Acceptance criteria. Transplant programs shall establish criteriafor organ acceptance, and
shal provide such criteriato the OPTN and the OPOs with which they are affiliated.

8§ 121.7 Identification of organ recipient.
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(8 List of potentia transplant recipients. (1) An OPTN member procuring an organ shall
operate the OPTN computer match program within such time as the OPTN may prescribe to
identify and rank potentia recipients for each cadaveric organ procured.

(2) Therank order of potentia recipients shal be determined for each cadaveric organ
using the organ specific dlocation criteria established in accordance with § 121.8.

(3) When adonor or donor organ does not meet a transplant program'’s donor
acceptance criteria, as established under 8 121.6(c), transplant candidates of that program shall
not be ranked among potentia recipients of that organ and shal not gppear on aroster of
potentia recipients of that organ.

(b) Offer of organ for potentid recipients. (1) Organs shdl be offered for potentia recipientsin
accordance with policies developed under § 121.8 and implemented under
§121.4.

(2) Organsmay be offered only to potentid recipients listed with trangplant programs
having designated transplant programs of the same type as the organ procured.

(3) Anorgan offer is made when al information necessary to determine whether to
transplant the organ into the potentia recipient has been given to the trangplant hospital.

(4) A transplant program shall either accept or refuse the offered organ for the
designated potentid recipient within such time asthe OPTN may prescribe. A trangplant
program shal document and provide to the OPO and to the OPTN the reasons for refusal and
ghdl maintain this document for one yeer.

(c) Transportation of organ to potential recipient. (1) Transportation The OPTN member
that procures a donated organ shall arrange for transportation of the organ to the transplant
hospitdl.

(2) Documentation The OPTN member that is trangporting an organ shdl assure that
it is accompanied by written documentation of activities conducted to determine the suitability
of the organ donor and shal maintain this document for one yesar.

(3) Packaging. The OPTN member that is trangporting an organ shall assurethat it is
packaged in amanner that is designed to maintain the viahility of the organ.

(d) Receipt of an organ Upon receipt of an organ, the transplant hospital responsible for the
potentid recipient's care shdl determine whether to proceed with the transplant. In the event
that an organ is not transplanted into the potentid recipient, the OPO which has awritten
agreement with the trangplant hospital must offer the organ for another potentia recipient in
accordance with paragraph (b)(2) of this section.

(e) Wadtage. Nothing in this section shdl prohibit a transplant program from transplanting an
organ into any medicaly suitable candidate if to do otherwise would result in the organ not
being used for transplantation. The transplant program shal notify the OPTN and the OPO
which made the organ offer of the circumstances justifying each such action within such time as
the OPTN may prescribe.

121.8 Allocation of organs.
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(a) Palicy development. The Board of Directors established under § 121.3 shdl develop, in
accordance with the policy development process described in § 121.4, policies for the
equitable dlocation of cadaveric organs among potentia recipients. Such alocation policies:

(1) Shall be based on sound medica judgment;

(2) Shdll seek to achieve the best use of donated organs;

(3) Shdl preserve the ability of atrangplant program to decline an offer of an organ or
not to use the organ for the potentia recipient in accordance with § 121.7(b)(4) (d) and (e);

(4) Shdl be specific for each organ type or combination of organ typesto be
transplanted into a trangplant candidate;

(5) Shdl be designed to avoid wasting organs, to avoid futile transplants, to promote
patient access to trangplantation, and to promote the efficient management of organ placement;

(6) Shdl bereviewed periodicaly and revised as appropriate;

(7) Shall include appropriate procedures to promote and review compliance including,
to the extent appropriate, prospective and retrospective reviews of each transplant program’s
gpplication of the policies to patients listed or proposed to be listed at the program; and

(8) Shdll not be based on the candidate’ s place of resdence or place of listing, except
to the extent required by paragraphs (a)(1)-(5) of this section.

(b) Allocation performance gods. Allocation palicies shdl be designed to achieve equitable
alocation of organs among patients consistent with paragraph (a) of this section through the
following performance gods.

(1) Standardizing the criteriafor determining suitable transplant candidates through the
use of minimum criteria (expressed, to the extent possible, through objective and measurable
medicd criteria) for adding individuds to, and removing candidates from, organ transplant
waiting lids

(2) Setting priority rankings expressed, to the extent possible, through objective and
measurable medicd criteria, for patients or categories of patients who are medically suitable
candidates for transplantation to receive trangplants. These rankings shdl be ordered from
most to least medicdly urgent (taking into account, in accordance with paragraph (a) of
this section, and in particular in accordance with sound medica judgment, thet life sustaining
technology dlows dternative gpproaches to setting priority ranking for patients). There shdl be
aaufficient number of categories (if categories are used) to avoid grouping together patients
with subgtantidly different medicd urgency;

(3) Didtributing organs over as broad a geographic area as feasble under
paragraphs ()(1)-(5) of this section, and in order of decreasing medica urgency; and

(4) Applying appropriate performance indicators to assess trangplant program
performance under paragraphs (c)(2)(i) and (c)(2)(ii) of this section and reducing the inter-
transplant program variance to as smal as can reasonably be achieved in any performance
indicator under paragraph (c)(2)(iii) of this section as the Board determines gppropriate, and
under paragraph (c)(2)(iv) of this section. If the performance indicator Awaiting time in Satusf
is used for alocation purposes, the OPTN shall seek to reduce the inter-transplant program
variancein thisindicator, aswell asin other selected performance indicators, to as small as can
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reasonably be achieved, unlessto do so would result in transplanting less medicdly urgent
patients or less medicaly urgent patients within a category of patients.
(c) Allocation performance indicators. (1) Each organ-specific alocation policy shal include
performance indicators. These indicators must measure how well each policy is:

(i) Achieving the performance goa's set out in paragraph (b) of this section; and

(i) Giving patients, their families, their physcians, and otherstimely and
accurate information to assess the performance of transplant programs.

(2) Performance indicators shdl include:

(i) Basdline data on how closdy the results of current alocation policies
gpproach the performance goa's established under paragraph (b) of this section;

(i) With respect to any proposed change, the amount of projected
improvement in gpproaching the performance gods established under paragraph (b) of this
section;

(ili) Such other indicators as the Board may propose and the Secretary
approves, and
(iv) Such other indicators as the Secretary may require.

(3) For each organ-specific alocation policy, the OPTN shdl provide to the Secretary
datato assst the Secretary in assessing organ procurement and alocation, accessto
trangplantation, the effect of alocation policies on programs performing different volumes of
transplants, and the performance of OPOs and the OPTN contractor. Such data shall be
required on performance by organ and status category, including program-specific data, OPO-
specific data, data by program size, and data aggregated by organ procurement area, OPTN
region, the nation as awhole, and such other geographic areas as the Secretary may designate.
Such data shdl include the following measures of inter-transplant program variation: risk-
adjusted totd life-years pre- and post-transplant, risk-adjusted patient and graft surviva rates
following transplantation, risk-adjusted waiting time and risk-adjusted transplantation rates, as
well as data regarding patients whose status or medica urgency was misclassified and patients
who were ingppropriately kept off awaiting list or retained on awaiting list. Such data shall
cover such intervals of time, and be presented using confidence intervas or other measures of
variance, as may be required to avoid spurious results or erroneous interpretation due to small
numbers of patients covered.

(d) Trangtion patient protections. (1) Generd. When the OPTN revises organ dlocation
policies under this section, it shal consider whether to adopt transition procedures that would
treet people on the waiting list and awaiting transplantation prior to the adoption or effective
date of the revised policies no less favorably than they would have been treasted under the
previous policies. The trangtion procedures shdl be tranamitted to the Secretary for review
together with the revised dlocation palicies.

(2) Spedid rulefor initid revison of liver dlocation policies When the OPTN
tranamits to the Secretary itsinitid revison of the liver dlocation policies, as directed by
paragraph (€)(1) of this section, it shdl include trangition procedures that, to the extent feasible,
treat each individua on the waiting list and awaiting transplantation on (INSERT DATE OF
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PUBLICATION IN THE FEDERAL REGISTER) no less favorably than he or she would
have been trested had the revised liver alocation policies not become effective. These
trangtion procedures may be limited in duration or gpplied only to individuas with greater than
average medicd urgency if thiswould sgnificantly improve adminigration of theligt or if such
limitations would be applied only after accommodating a substantia preponderance of those
disadvantaged by the change in the policies.
(e) Deadlinesfor initid reviews. (1) The OPTN shdl conduct an initid review of existing
alocation policies and, except as provided in paragraph (€)(2) of this section, no later than
(INSERT DATE 395 DAYSAFTER DATE OF PUBLICATION IN THE FEDERAL
REGISTER) shdl tranamit initid revised policies to meet the requirements of paragraphs (a)
and (b) of this section, together with supporting documentation to the Secretary for review in
accordance with § 121.4.

(2) No later than (INSERT DATE 120 DAY S AFTER DATE OF PUBLICATION
IN THE FEDERAL REGISTER) the OPTN shdll transmit revised policies and supporting
documentation for liver alocation to meet the requirements of paragraphs (a) and (b) of this
section to the Secretary for review in accordance with
§121.4. The OPTN may transmit these materids without seeking further public comment
under § 121.4(b).
(f) Secretarid Review of Pdlicies, Performance Indicators, and Transition Patient Protections.
The OPTN’ s transmittd to the Secretary of proposed dlocation policies and performance
indicators shdl include such supporting materid, including the results of mode-based computer
samulations, asthe Secretary may require to assess the likely effects of policy changes and as
are necessary to demondtrate that the proposed policies comply with the performance
indicators and trandtion procedures of paragraphs (¢) and (d) of this section.
(9) Variances. The OPTN may develop, in accordance with § 121.4, experimental policies
that test methods of improving dlocation. All such experimentd policies shdl be accompanied
by aresearch design and include data collection and andlysis plans. Such variances shdl be
time limited. Entities or individuas objecting to variances may apped to the Secretary under
the procedures of § 121.4.
(h) Directed donation. Nothing in this section shdl prohibit the alocation of an organto a
recipient named by those authorized to make the donation.

§121.9 Designated transplant program requirements.
(& Toreceive organsfor trangplantation, a transplant program in a hospitad that isamember of
the OPTN shal abide by these rules and shall:

(1) Beatransplant program approved by the Secretary for reimbursement under
Medicare; or

(2) Bean organ transplant program which has adequate resources to provide
transplant servicesto its patients and agrees promptly to notify the OPTN and patients awaiting
transplantsiif it becomes inactive and which:

(i) Hasletters of agreement or contracts with an OPO;
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(i) Hason gte atrangplant surgeon qudified in accordance with policies
developed under § 121.4;

(iif) Hason ste atrangplant physician qudified in accordance with policies
developed under § 121.4;

(iv) Hasavailable operating and recovery room resources, intensive care
resources and surgical beds and transplant program personnd;

(v) Shows evidence of collaborative involvement with expertsin the fields of
radiology, infectious disease, pathology, immunology, anesthesology, physicd thergpy and
rehabilitation medicine, hisocompatibility, and immunogenetics and, as gppropriate, hepatology,
pediatrics, nephrology with diayss capability, and pulmonary medicine with respiratory therapy
support,

(vi) Hasimmediate access to microbiology, clinical chemidiry,
histocompeatibility testing, radiology, and blood banking services, as well as the capacity to
monitor trestment with immunosuppressive drugs, and

(vii) Makes available psychiatric and socid support services for trangplant
candidates, trangplant recipients, and their families; or

(3) Beatrangplant program in a Department of Veterans Affairs, Department of
Defense, or other Federa hospital.
(b) To apply to be adesgnated transplant program, transplant programs shal provide to the
OPTN such documents as the OPTN may require which show that they meet the requirements
of §121.9(8)(1), (2), or (3).
() The OPTN shal, within 90 days, accept or rgject gpplications to be a designated transplant
program.
(d) Applicants regjected for designation may apped to the Secretary. Appeals shall be
submitted in writing within 30 days of regjection of the gpplication. The Secretary may:

(1) Deny the appedl; or

(2) Direct the OPTN to take action congstent with the Secretary's response to the

appedl.

§121.10 Reviews evaudtion, and enforcement.

(8 Review and evauation by the Secretary. The Secretary or her/his designee may perform
any reviews and evauations of member OPOs and transplant programs which the Secretary
deems necessary to carry out her/his responsgibilities under the Public Health Service Act and
the Socid Security Act.

(b) Review and evauation by the OPTN. (1) The OPTN shal design appropriate plans and
procedures, including survey instruments, a peer review process, and data systems, for
purposes of

(i) Reviewing applications submitted under § 121.3(c) for membership in the
OPTN;

(i) Reviewing gpplications submitted under 8 121.9(b) to be a designated
transplant program; and
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(iif) Conducting ongoing and periodic reviews and evauations of each member
OPO and transplant hospita for compliance with these rules and OPTN policies.

(2) Upon the approva of the Secretary, the OPTN shdl furnish review plans and
procedures, including survey instruments and a description of data systems, to each member
OPO and trangplant hospita. The OPTN shdl furnish any revisions of these documentsto
member OPOs and hospitals, after gpprovd by the Secretary, prior to thelr implementation.

(3) At therequest of the Secretary, the OPTN shall conduct specia reviews of OPOs
and transplant programs, where the Secretary has reason to believe that such entities may not
be in compliance with these rules or OPTN policies or may be acting in a manner which poses
arisk to the hedth of patients or to public safety. The OPTN shall conduct these reviewsin
accordance with such schedules as the Secretary specifies and shall make periodic reports to
the Secretary of progress on such reviews and on other reviews conducted under the
requirements of this paragraph.

(4) The OPTN shal notify the Secretary in amanner prescribed by the Secretary
within 3 days of dl committee and Board of Directors meetings in which transplant hospitd and
OPO compliance with these regulations or OPTN policiesis consdered.

(c) Enforcement of OPTN rules. (1) OPTN recommendations. The Board of Directors shdl
advise the Secretary of the results of any reviews and eva uations conducted under paragraph
(b)(1)(iii) or paragraph (b)(3) of this section which, in the opinion of the Board, indicate
noncompliance with these rules or OPTN policies, or indicate arisk to the hedlth of patients or
to the public safety, and shal provide any recommendations for gppropriate action by the
Secretary. Appropriate action may include remova of designation as a trangplant program
under 8§ 121.9, termination of atransplant hospitdl’ s participation in Medicare or Medicaid,
termination of atrangplant hospitdl’ s reimbursement under Medicare and Medicaid, termination
of an OPO's reimbursement under Medicare and Medicaid, if the noncompliance iswith a
policy designated by the Secretary as covered by section 1138 of the Social Security Act, or
such other compliance or enforcement measures contained in policies developed under §
121.4.

(2) Secretary's action on recommendations. Upon the Secretary's review of the Board

of Directors recommendations, the Secretary may:

(i) Request further information from the Board of Directors or the dleged
violator, or both;

(i) Decline to accept the recommendation;

(i) Accept the recommendation, and notify the dleged violator of the
Secretary's decision; or

(iv) Take such other action as the Secretary deems necessary.

§121.11 Record maintenance and reporting requirements.
(8 Record maintenance. Records shall be maintained and made available subject to OPTN
policies and gpplicable limitations based on persond privecy asfollows:

(1) The OPTN and the Scientific Registry, as gppropriate, shall:
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(i) Maintain and operate an automated system for managing information about
trangplant candidates, transplant recipients, and organ donors, including a computerized list of
individuas waiting for transplants;

(i) Maintain records of dl transplant candidates, al organ donors and al
transplant recipients;

(iif) Operate, maintain, receive, publish, and transmit such records and
information eectronicaly, to the extent feasible, except when hard copy is requested; and

(iv) In making information available, provide manuds, forms, flow charts,
operating ingtructions, or other explanatory materias as necessary to understand, interpret, and
use the information accurately and efficiently.

(2) Organ procurement organizations and transplant programs.

(i) Maintenance of records. All OPOs and transplant programs shdl maintain
such records pertaining to each potentia donor identified, each organ retrieved, each recipient
transplanted and such other transplantation-related matters as the Secretary deems necessary
to carry out her/his responghbilities under the Act. The OPO or transplant program shall
maintain these records for seven years.

(i) Accessto facilities and records. OPOs and transplant hospitals shall permit
the Secretary and the Comptroller Genera, or their designees, to ingpect facilities and records
pertaining to any aspect of services performed related to organ donation and transplantation.
(b) Reporting requirements. (1) The OPTN and the Scientific Regidiry, as appropriate, shall:

(i) Inaddition to specid reports which the Secretary may require, submit to the
Secretary areport not less than once every fisca year on a schedule prescribed by the
Secretary. The report shdl include the following information in aform prescribed by the
Secretary:

(A) Information that the Secretary prescribes as necessary to assess
the effectiveness of the Nation's organ donation, procurement and trangplantation system;

(B) Information that the Secretary deems necessary for the report to
Congress required by Section 376 of the Act; and,

(©) Any other information that the Secretary prescribes.

(i) Provide to the Scientific Registry data on trangplant candidates and
recipients, and other information that the Secretary deems gppropriate. The information shall
be provided in the form and on the schedule prescribed by the Secretary;

(iii) Provideto the Secretary any data that the Secretary requests,

(iv) Makeavailable to the public timely and accurate program-specific
information on the performance of transplant programs. This shdl include free dissemination
over the Internet, and shall be presented, explained, and organized as necessary to understand,
interpret, and use the information accuratdly and efficiently. These data shall be updated no less
frequently than every six months (or such longer period as the Secretary determines would
provide more useful information to patients, their families, and their physicians), and shdl
include risk-adjusted probabilities of receiving atransplant or dying while awaiting a transplant,
risk-adjusted graft and patient surviva following the transplant, and risk-adjusted overal
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surviva following listing for such intervas as the Secretary shal prescribe. These data shdll
include confidence intervals or other measures that provide information on the extent to which
chance may influence trangplant program-specific results. Such data shdl aso include such
other cost or performance information as the Secretary may specify, including but not limited to
trangplant program-specific information on waiting time within medica status, organ wastage,
and refusd of organ offers. These data shdl dso be presented no morethan  9x months later
than the period to which they apply;

(v) Respond to reasonable requests from the public for data needed for bona
fide research or analysi's purposes, to the extent that the OPTN's or Scientific Registry’s
resources permit, or as directed by the Secretary. The OPTN or the Scientific Registry may
impose reasonable charges for the separable costs of responding to such requests. Patient-
identified data may be made available to bona fide researchers upon a showing that the
research design requires such data for matching or other purposes, and that appropriate
confidentiaity protections, including destruction of patient identifiers upon completion of
matching, will be followed. All requests shall be processed expeditioudy, with data normally
made available within 30 days from the date of request;

(vi) Respond to reasonable requests from the public for data needed to assess
the performance of the OPTN or Scientific Regidiry, to assessindividua transplant programs,
or for other purposes. The OPTN or Scientific Registry may impose charges for the separable
costs of responding to such requests. An estimate of such charges shall be provided to the
requester before processing the request. All requests should be processed expeditioudy, with
data normaly made available within 30 days from the date of request; and

(vii) Provide datato an OPTN member, without charge, that has been
assembled, stored, or transformed from data originaly supplied by that member.

(2) An organ procurement organization or transplant hospita shdl, as specified from
time to time by the Secretary, submit to the OPTN, to the Scientific Registry, as appropriate,
and to the Secretary information regarding transplantation candidates, transplant recipients,
donors of organs, transplant program costs and performance, and other information that the
Secretary deems appropriate. Such information shall be in the form required and shal be
submitted in accordance with the schedule prescribed. No restrictions on subsequent
redisclosure may be imposed by any organ procurement organization or transplant hospital.

(c) Public accessto data. The Secretary may release to the public information collected under
this section when the Secretary determines that the public interest will be served by such
rdease. Theinformation which may be rdleased includes, but is not limited to, information on
the comparative costs and patient outcomes at each transplant program affiliated with the
OPTN, trangplant program personnel, information regarding instances in which transplant
programs refuse offers of organsto their patients, information regarding characteritics of
individud transplant programs, information regarding waiting time & individua transplant
programs, and such other data as the Secretary determines will provide information to patients,
their families, and their physcians that will asss them in making decisons regarding
transplantation.
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§ 121.12 Advisory Committee on Organ Transplantation

The Secretary will establish, consstent with the Federa Advisory Committee Act, the Advisory
Committee on Organ Transplantation. The Secretary may seek the comments of the Advisory
Committee on proposed OPTN policies and such other matters as the Secretary determines.




